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h’hy 27, 1997

C. Richard Kinsdving, PhD, President
Immtlno-Rx, Incorporated
?2Q 26th cOUSt East

Saraw@ Florida 34243

Dar Dr, Kinsolving:

inspectionof your pharmaceutical dcvclopmcnt company &om Dccembw IO, 1996 through
February 3, 1997, and your contract research and production fwility, Iocatcd at the
University of South Flori& 12901 Bruce B, Downs Boulwad, Tam~ Flori& from
~ambcr 23, 1996 through January 10, 1997, by FDA Investigator Shari J. Hromyak,

L

B

rwealcd surious violations of the Fcdcmi Food, Drug, and Cosmetic Act (the Act).k

At your contract production fwility, tho investigator documented significant deviations tim
the Current @od Manufacturing Practice (COMP) regulations ~itlo 21, M F-
~ Parts 210 and 211 (21 CFR 210 and 211)] in conjunction with the production
and rulcasc for distribution of IRex-2, a stwila iqjcctable natural cytokine mixturu, cauaing
tha product to h adultcmtcd within the meaning of Section 501(a)(2)(B) of tha Act.

Deviations km tha CC)MPregulations documented during the inspection include but am not
Iimitcd to: faihira to validate the lRax.2 production process; faihrc to establish an

/ environmental monitoring program andperformtesting in critical areas;the use of-
,2 um flltcrs not approved by tit. filter manufacturer for parantcrai production; failuro to
establish proceduresforcalibrationmd maintenance of equ{pmcnt; fahm to establish batch
production records; fdlum to documentactual yialds produced; failu.m to retain rascrvc
samples; and fdlurc to ma!ntain distribution records.

Produced under the above conditions, thcm is no assurance that your IRex-2 has the strength,
quality and purity it it rcprcscntcdto possess. A copy of the Inspcctiona.i Observations
(FDA Form 483) issued to your chief scientific offlccr, John W. Haddcn, MD, at the
conclusion of tha inspection ia cncloscd.

inspection of your f=ility ruvualcd that you obtaincdmv s of lRux-2, lot Ml7HA95,

D

from Drt Haddcn’s laboratory on January 16, 1995, and. k vials of IR@x-2,lot
#2HA395, horn Dr. Haddcn’s residence on March 14, 199S, On both occasions, thuse vials;

Icrs with dry icu and ware personally transported by you to~
Mexico via a commercial airline.



2mm

●
The export of IRcx-2to Mexico k in violation of tha requirements under21 CFR 312.110(b)
in that: 1) an Investigational New Drug application (IBID)was not in effect for the drug
under 21 CFR 312,40 at the time of cxpo~ or 2) authorization was not obtained from FDA
prior to shipmentof the drug for usc in a clinical investigation. AddMonally,you arc in
violation of section SOS(a)of the Act since you did not meet the aforementioned conditions
for thu exportationof lRcx-20

Sinca IRex02Ssan unapproveddrug within the meaningof Section S05(a) of the Act and,
at the time of A@ment to Mexico, was not the subject of an investigational new drug
exumptionunderSection SOS(i),tlMdrvg is also misbrandedin accordancewith Section
W(f)(l) of the Act in that the McI fails to bear adequate directions for USC.

Plc& be advisedthat if you determineto continueto expoti IRcx-2 to foreign countries for
use {nclinical investigations, you must complywith the requirements for export as outlined
in Sections 801 and 802 of the Act (also known as the “FDA Export Reform and
Mmnccmcnt Act of 1996”) or the ●pplicable rcgulationaset forth in 21 CFR Part 312.

The above identification of violations is not intended to be an ●lI-inclusivalist of deficiencies
●t your f~ilitks. As Prcsiden$it is your responsibilityto ensure that all drug products you
p@uce and distributeare in compliancewith the Act and the rcquircmcntaof the COMP

●
regulations. You should take prompt action to correct thuse violations, Failuro to correct
these violations may result in administrative action,suchas withdrawal of an approvedIND,
or regulatory action, includingseizure amllorInjunctionwithout f’brthernotice.

We request that you notifi this ofllce in titing within Mlcen (1S) working days of receipt
of this Icttcr, of specific steps you have taken to correct these violations. If corrections
cannot k complctcd within 15 working days, state tha reason for the delay and the time
frame within which corrections will h complctcd.

Your reply should be dircctcd to Jimmy E
Dng Administration, 7200 Lake Ellcnor
telcphona (407) 648-6823, extension 263.

Wahhall, Compliance OMcUr, U.S. Food and
Driva, Suite 120, Orlando, Florida 32809,

Sincerely,

-+ D. l’den
Director, Florida District

Enclosure

●
cc: John W. Haddcn, M.D.

12901 hlC~ B. im)OWtS Blvd.
Tamp* FL 33612


